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DETAILED ACTION 
Election/Restrictions 

1. Applicants' election without traverse of Invention I: corneal implant (claims 1-15 and 
25-27), Polyacrylamide: Species A (poly (N-alkylacrylamide)), and Collagen: Species A 
(telocollagen or atelocollagen) in the reply filed on June 29, 2005 is acknowledged. 

2. Claims 16-24 (non-elected Invention II) and claims 6-7 (non-elected Collagen species) 
are withdrawn from further consideration pursuant to 37 CFR 1 .142(b) as being drawn to a 
nonelected invention/species, there being no allowable generic or linking claim. Election was 
made without traverse in the reply filed on June 29, 2005. 

Specification 

3. The abstract of the disclosure is objected to because of the following informality: please 
substitute "ppolymer" (see line 2) with -polymer--. Correction is required. See MPEP 

§ 608.01(b). 

Drawings 

4. The drawings are objected to under 37 CFR 1.83(a). The drawings must show every 
feature of the invention specified in the claims. 

a. Therefore, the "plurality of membranes" (see claim 15) must be shown or the feature(s) 
canceled from the claim(s). No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in reply to 
the Office action to avoid abandonment of the application. Any amended replacement drawing 
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sheet should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. The figure or figure number of an amended drawing 
should not be labeled as "amended." If a drawing figure is to be canceled, the appropriate figure 
must be removed from the replacement sheet, and where necessary, the remaining figures must 
be renumbered and appropriate changes made to the brief description of the several views of the 
drawings for consistency. Additional replacement sheets may be necessary to show the 
renumbering of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New Sheet" 
pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, the applicant will 
be notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

6. Claims 25 and 26 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Regarding claim 25, "said subject" (see line 3) lacks antecedent basis. 
Claim 26 depends on claim 25. 
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Claim Rejections - 35 USC §102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

8. Claims 1, 4, 5, 8, 10, 13, 14, 25, and 26 are rejected under 35 U.S.C. 102(b) as being 
clearly anticipated by Perez et al. (WO 94/17851 Al). 

Perez et al. disclose a corneal implant comprising a membrane (i.e., film or layer: see 
Abstract; see page 8, lines 16-18; page 12, lines 34-37), said membrane comprising a biological 
polymer (e.g. collagen type I, modified forms of collagen, glycosaminoglycans: see Abstract; 
page 13, lines 18-36; claims 1-5) and a hydrogel (e.g., polyacrylamide: see Abstract; page 11, 
lines 8-12; claims 1-5). The biological polymer to polyacrylamide ratio is disclosed at page 11, 
lines 31-32. The membrane thickness is disclosed at page 1 1, lines 32-34, and page 12, lines 34- 
37. Said membrane further comprises a chemical crosslink (see Abstract; see entire document). 
The method as claimed is disclosed in claims 20-22. It should be noted that the intended purpose 
of the corneal implant of Perez et al. WO 94/17851 A 1 is to provide "a suitable substrate for 
corneal epithelial cell growth while maintaining the desirable characteristics of hydrogels, i.e., 
clarity, flexibility, and ability to allow diffusive flow of materials" (see Abstract; page 7, lines 
26-37; page 8, lines 20-24). 

9. Claims 1, 4, 5, 10-12, 25, and 26 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by Graham et al. (US 5,433,745; cited in Applicants' IDS). 
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Referring to Figures 1-3, Graham et al. disclose a corneal implant comprising a 
membrane (i.e., film, coat, or layer), said membrane comprising a biological polymer (e.g. 
coating of a cytophilic component such as collagen, fibronectin, etc: see column 5, lines 1 1-35; 
column 10, lines 39-43) and a hydrogel (e.g., polyacrylamide: see column 3, lines 34-59). Said 
membrane further comprises a chemical crosslink (e.g., l-(3-dimethylaminopropyl)-3-ethyl 
carboddimide or EDC: see column 6, lines 46-67; TABLE 3). The method of applying (i.e., 
implanting) said implant to a patient is disclosed throughout the entire document. 

Claim Rejections - 35 USC §103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

1 1 . Claims 2 and 3 are rejected under 35 U.S.C. 103(a) as being unpatentable over Perez et 
al. (WO 94/1785 1 Al) in view of Takezawa et al. (EP 0 387 975 Al). 

Perez et al. disclose the invention as claimed in claims 1, 4, 5, 8, 10, 13, 14, 25, and 26 
(see 102(b) rejection above). It should be noted that the intended purpose of the corneal implant 
of Perez et al. WO 94/17851 Al is to provide "a suitable substrate for corneal epithelial cell 
growth while maintaining the desirable characteristics of hydrogels, i.e., clarity, flexibility, and 
ability to allow diffusive flow of materials" (see Abstract; page 7, lines 26-37; page 8, lines 20- 
24). 
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Although Perez et al. disclose the use of several polymers (e.g., polyacrylamide) suitable 
for the hydrogel layer, he/she did not particularly disclose using poly(N-isopropylacrylamide) 
[i.e., PNIPAAM] as the polyacrylamide. However, this is already known in the art. For example, 
Takezawa et al. disclose a prosthesis (see page 2, lines 17-18) comprising a membrane/film (see 
page 6, lines 48-49; see claim 9) comprising a collagen-PNIPAAM conjugate (see page 5, page 

11, and page 12) in order to provide a cell growth substrate having high cell density and cellular 
function, and having excellent self-supporting abilities (see Abstract; see page 2, lines 3-11; see 
entire document). Therefore, it would have been obvious to a person having ordinary skill in the 
art at the time the invention was made to have combined the teaching of a prosthesis comprising 
a membrane/film comprising a collagen-PNIPAAM conjugate, as taught by Takezawa et al., 
with the corneal implant of Perez et al., in order to provide a cell growth substrate having high 
cell density and cellular function, and having excellent self-supporting abilities. 

12. Claims 2 and 3 are rejected under 35 U.S.C. 103(a) as being unpatentable over Graham et 
al. (US 5,433,745; cited in Applicants' IDS) in view of Takezawa et al. (EP 0 387 975 Al). 

Graham et al. disclose the invention as claimed in claims 1, 4, 5, 10-12, 25, and 26 (see 
102(b) rejection above). It should be noted that the intended purpose of the corneal implant of 
Graham et al. US 5,433,745 is to enhance the ability to support epithelial cell growth and/or 
adhesion (see Abstract; see entire document). 

Although Graham et al. disclose the use of several polymers (e.g., polyacrylamide) 
suitable for the hydrogel layer, he/she did not particularly disclose using poly(N- 
isopropylacrylamide) [i.e., PNIPAAM] as the polyacrylamide. However, this is already known in 
the art. For example, Takezawa et al. disclose a prosthesis (see page 2, lines 17-18) comprising a 
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membrane/film (see page 6, lines 48-49; see claim 9) comprising a collagen-PNIPAAM 
conjugate (see page 5, page 11, and page 12) in order to provide a cell growth substrate having 
high cell density and cellular function, and having excellent self-supporting abilities (see 
Abstract; see page 2, lines 3-11; see entire document). Therefore, it would have been obvious to 
a person having ordinary skill in the art at the time the invention was made to have combined the 
teaching of a prosthesis comprising a membrane/film comprising a collagen-PNIPAAM 
conjugate, as taught by Takezawa et al., with the corneal implant of Graham et al., in order to 
provide a cell growth substrate having high cell density and cellular function, and having 
excellent self-supporting abilities. 

13. Claims 9, 15, and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Perez et al. (WO 94/17851 Al). 

Perez et al. disclose the invention as claimed in claims 1, 4, 5, 8, 10, 13, 14, 25, and 26 
(see 102(b) rejection above). Perez et al. did not particularly disclose the claimed ratio of 0.3:1.0 
(w/w) biological polymer to polyacrylamide. However, it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to have constructed the 
corneal implant of Perez et al. with a particular/specific (w/w) ratio of biological polymer to 
polyacrylamide since it has been held that where the general conditions of a claim are disclosed 
in the prior art, discovering the optimum or workable ranges involves only routine skill in the art. 
In re Aller, 105 USPQ 233. 

Regarding claim 15, intraocular and/or corneal implants comprising a plurality of 
membranes (i.e., layers, films, laminates, etc.) are well known in the art and would have been 
obvious in view of a patient's condition/disease, with the ordinary practitioner having been left 
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to select a particular number of membranes based on the intended purpose (e.g., different layers 
may provide (i) different refractive properties; (ii) site for epithelial cell adhesion/attachment; 
(iii) modifying the curvature of the cornea; etc.). 

Regarding claim 27, packages/kits of intraocular and/or corneal implants are inherent and 
well known in the art. A mere arrangement of printed matter, though seemingly a "manufacture," 
is rejected as not being within the statutory classes. See In re Miller, 418 F.2d 1392, 164 USPQ 
46 (CCPA 1969); Ex parte Gwinn, 1 12 USPQ 439 (Bd. App. 1955); and In re Jones, 373 F.2d 
1007, 153 USPQ 77 (CCPA 1967). In re Gulack, 703 F.2d 1381, 1385-86, 217 USPQ 401, 404 
(Fed. Cir. 1983)(" Where the printed matter is not functionally related to the substrate, the printed 
matter will not distinguish the invention from the prior art in terms of patentability .... [T ]he 
critical question is whether there exists any new and unobvious functional relationship between 
the printed matter and the substrate."). 

14. Claims 8, 9, 13-15, and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Graham et al. (US 5,433,745; cited in Applicants' IDS). 

Graham et al. disclose the invention as claimed in claims 1, 4, 5, 10-12, 25, and 26 (see 
102(b) rejection above). Graham et al. did not particularly disclose the claimed ratio of 0.3:1.0 
(w/w) biological polymer to polyacrylamide, or, the claimed membrane thickness of about 20 
microns to about 400 microns. However, it would have been obvious to one having ordinary skill 
in the art at the time the invention was made to have constructed the corneal implant of Graham 
et al. with a particular/specific (w/w) ratio of biological polymer to polyacrylamide, or, a 
particular membrane thickness, since it has been held that where the general conditions of a 
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claim are disclosed in the prior art, discovering the optimum or workable ranges involves only 
routine skill in the art. In re Aller, 105 USPQ 233. 

Regarding claim 15, intraocular and/or corneal implants comprising a plurality of 
membranes (i.e., layers, films, laminates, etc.) are well known in the art and would have been 
obvious in view of a patient's condition/disease, with the ordinary practitioner having been left 
to select a particular number of membranes based on the intended purpose (e.g., different layers 
may provide (i) different refractive properties; (ii) site for epithelial cell adhesion/attachment; 
(iii) modifying the curvature of the cornea; etc.). 

Regarding claim 27, packages/kits of intraocular and/or corneal implants are inherent and 
well known in the art. A mere arrangement of printed matter, though seemingly a "manufacture," 
is rejected as not being within the statutory classes. See In re Miller, 418 F.2d 1392, 164 USPQ 
46 (CCPA 1969); Ex parte Gwinn, 1 12 USPQ 439 (Bd. App. 1955); and In re Jones, 373 F.2d 
1007, 153 USPQ 77 (CCPA 1967). In re Gulack, 703 F.2d 1381, 1385-86, 217 USPQ 401, 404 
(Fed. Cir. 1983)( M Where the printed matter is not functionally related to the substrate, the printed 
matter will not distinguish the invention from the prior art in terms of patentability . ... [T ]he 
critical question is whether there exists any new and unobvious functional relationship between 
the printed matter and the substrate."). 

Conclusion 

15. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure: Yoshioka et al. (US 6,897,064 B2). 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Javier G. Blanco whose telephone number is 571-272-4747. The 
examiner can normally be reached on M-F (7:30 a.m.-4:00 p.m.), first Friday of the bi-week off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Conine McDermott can be reached on (571) 272-4754. The fax phone numbers for 
the organization where this application or proceeding is assigned is 703-872-9306 for regular 
communications and After Final communications. Any inquiry of a general nature or relating to 
the status of this application or proceeding should be directed to the receptionist whose telephone 
number is 703-308-0858. 



JGB 



September 17, 2005| 





David H.Willse 
Primary Examiner 



